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HTA COUNCIL FINAL RECOMMENDATION ON
CEREBROLYSIN for [215.2 mg/ml, 10ml ampule for IV infusion] FOR THE
TREATMENT OF ADULTS WITH POST-ISCHEMIC STROKE

The OIC-Secretary of Health (SOH) notes the final recommendation of the HTA Council on
Cerebrolysin 215.2 mg/ml, 10ml ampule for IV infusion in combination with rehabilitation or
standard of care for the treatment of adults with post-ischemic stroke (date of receipt of
acknowledgment: 25 April 2023). As a final recommendation, the HTA Council does not
recommend the government financing of cerebrolysin in combination with rehabilitation or
standard of care for the treatment of adults with post-ischemic stroke

Below are the research questions of the assessment which served as evidentiary basis for the
recommendation:

e Clinical Impact Assessment:

1. What is the efficacy of cerebrolysin compared with rehabilitation and/or placebo in
terms of (a) early motor rehabilitation, (b) neurological function, (c) global
functioning among adults post-ischemic stroke?

2. What is the safety of cerebrolysin compared with rehabilitation and/or placebo in
terms of (a) any adverse event, (b) all-cause death, (c) serious adverse events
among adults post-ischemic stroke?

e Economic Impact Assessment

1. What is the associated medication cost per adult with post-ischemic stroke when
using cerebrolysin in combination with rehabilitation and/or SOC versus
rehabilitation and/or SOC alone?

2. What is the total medication cost for the expected number of adults with
post-ischemic stroke using cerebrolysin in combination with rehabilitation and/or
SOC versus rehabilitation and/or SOC alone?

3. What is the three-year projected budget impact to the government for the expected
number of adults using cerebrolysin in combination with rehabilitation and/or SOC
versus rehabilitation and/or SOC alone?

The HTA Council reviewed systematic reviews and available local and/or international Clinical
Practice Guidelines (CPG), in assessing the clinical impact of cerebrolysin. Costing and budget
impact analyses were also conducted to determine the economic impact of financing cerebrolysin.

Below are the core evidence reviewed by the Council:

Criteria Judgment

Clinical Efficacy, Based on the review of clinical evidence, the relative treatment effect
Effectiveness, and Safety | of cerebrolysin in combination with rehabilitation and/or standard of
care (C-RS) compared to rehabilitation / SOC (RS) alone across all
efficacy and safety outcomes mostly yielded non-statistically
significant results (i.e., inconclusive). The HTA Council has therefore
deemed that C-RS is non-inferior to RS alone for the treatment of
adults post-ischemic stroke, based on moderate to very low certainty
of evidence.
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Affordability and Viability

Note: Since the clinical
impact judgment is
non-inferior, the
economic evaluation was
performed through
cost-minimization
analysis and budget
impact analysis.

The estimated budget impact analysis and the costing analysis
based from the computation of the HTAC showed that the
government will potentially incur an additional cost of £25,067.25 per
potential user and ©5.15 B for all targeted users for three years.

For the complete information on the supporting evidence reviewed and discussed by the HTA Council,

please refer to: h



https://tinyurl.com/ESCerebrolysin

